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W~RNfNG 
High Voltage 

The device is charged with dangerously high voltages once It IS connected to the 
power supply. 

The device may only be serviced by trained service technrclans. 

The device must be completely disconnected from the power supply before 
cieaning and disinfecting the mstallatton. or during servicing, maintenance. and 
repairs. 

The device can be secured agamst unauthorized operation by rep=movlng the 
key from the mam switch 

WARNINGS and CAUTIONS are llsted at the beglnning of each subsection that includes steps that may 
endanger a person or may damage equtpment. Combtned with complete training in using the Epos” Ultra, 
WARNINGS and CAUTIONS alert the tJser to potential hazards of ignoring or following instructions 
improperly. 

See defmttcons for WARNING and CAUTION and NOTE, below 

WARNING A warning indicates that a person may be endangered if instructions or procedures are 
followed incorrectly or ignored. 

CAUTION A cautcon indicates that equipment may be damaged rf mstructions or procedures are followed 

Incorrectly or Ignored 

NOTE A note provides further Information for the reader 
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1.1 

1.2 

1.3 

1.4 

Clinical Application 

Indications 
The Dornier EposTM Ultra is a non-surgical alternatrve for the treatment of chronic plantar fasciitis for patients 
with symptoms of plantar fasctitis for 6 months or more and a history of unsuccessful conservative therapy. 
Plantar fasciitis is defined as the traction degeneration of the plantar fascial band at Its origin on the medial 
tubercle of the calcaneus. 

Contraindicatio 
There are no known contraindtcattons to ESWT with the Epos” Ultra for treatment of chronrc plantar fasciitis. 

Warnings 
The following warnings pertain to the use of the EposN Ultra to treat plantar fasciitis: 

l Operators of the EposTM Ultra should be aware of the proper use of the device in delrvering the correct 
number of shocks and in localrzing the proper area to be treated. 

* The Epos” Ultra must be carefully positioned and treatment should be performed by a physicran trained 
and experienced rn the care of patients wrth foot and ankle dtsorders who have completed a trainrng 
course In the operation of the Epos Ultra 

e Reduce the risk of hearing impatrment due to the sound of ESWT by providing hearmg protection for all 
persons rn the treatment room, including the patient. 

. if the patient moves after correct posttioning, re-perform localization if necessary. Failure to maintain 
correct posrtioning could result in mrsdirectron of the shockwave and Injury to adjaCent nerves or blood 
vessels. 

. When the device IS not In operation, turn the power switch to the OTT positron and unplug the devrce from 
the wall socket. 

0 Anesthesra should be administered prior to the ESWT procedure Treatment with the Epos TM Ultra is 
painful Patients who are unable to tolerate local or regional anesthetic should not be treated with this 
device or should consider alternatrve therapies. 

0 Electromagnetrc compatibrlrty (EMC). 

In accordance with its intended use, this electronic apparatus was tested in accordance wrth IEC 60601-I 
2 whtch defines the permitted emrsston levels from electronrc equipment and its required immunity 
against electromagnetic fields 

Nevertheless, it is not possible to exclude with absolute certainty the posstbrlrty that radio signals from 
high frequency transmrtters, e.g. mobile phones or simrlar mobile radio equrpment may Influence the 
proper functronrng of electromedrcal apparatus tf such equipment IS operated rn close proxtmrty and wrth 
relatively hrgh transmrtttng power Therefore, operating of such radio equipment rn the rmmedrate vrcrmty 
of electronrcally controlled medrcal apparatus should be avorded to clrminate any rusk of interference. 

Precautions 
The followrng precauttons pertain to the use of the Epos’” IJftra to treat plantar fascrltrs The safety and 

effecttveness has not been establrshed for patients with the following: 

. Under 18 years of age 

. Prevrous treatment wrth non-steroidal antr-Inflammatory drugs or other conservatlvf therapres wrthtn iW0 

(2) weeks of treatment or who have had a cortlcosterord ir~ectron wrthln one (1) nlOnth of treatment 

. Previous surgery for plantar fasctltls 
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. A history or documented evidence of autoimmune drsease, bleeding disorder or hemophilia, peripheral 
vascular disease. Type T or Type II drabetes mellrtus, systemic inflammatory disease such as rheumatoid 
arthritis, ankylosing spondylitis, Recter’s Syndrome, etc.. and/or generalized tumor(s) or tumor in the area 
to be treated. 

. Abnormal capillary refill as assessed by compression of the nail bed of the great toe of the affected foot 

. Nonpalpabie posterior tibia1 AND dorsalis pedis pulses, a history or documented evidence of loss of 
ankle/foot sensatron, reflex sympathetic dystrophy, and/or clubfoot 

. Calcaneal stress fracture as evtdenced by posmve squeeze test 

. Infections in the treatment area 

. Pregnant 

* Coagulatron abnormalities; including patients currently receivcng anticoagulants withm 7 days of treatment 
and pattents taking aspirin for prophytactrc treatment of thrombus formatron within 7 days of treatment as 
they may be at risk for bleeding following treatment with the Dornier Eposm Ultra 

. Prior diagnosis of peripheral neuropathy 

0 Cardiac pacemakers, a history of active coronary drsease evidenced by unstable angina and 
uncompensated congestrve heart failure 

. Prevtous treatment wrth shock wave therapy (re-treatment) 

The following precaution pertarns to the use of the EposrM Ultra 

. Thoroughly arr the room before operating the EposrM Ultra. Do not operate the Eposm Ultra wrth 
flammable anesthetrcs or in a room recently washed wrth flammable cleanrng/drsinfecting agents. 
Cleaners can produce explosive vapors. Check labels or original containers of all cleaners and 
drsmfectants for warnmgs about vapors. 

1.5 Adverse Events 

The adverse events that occurred during the clrnrcai study are listed under Table 2 of this section The 
adverse events observed durrng treatment with the Dormer EposTM Ultra Include. 

. Pam and/or d!scomfort during treatment, 

* Parn or swelling for a brief period following treatment; 

. Localrzed numbness, tcngimg or decreased sensation in the foot or at the site of shock wave delivery, 
and 

. Local subcutaneous hematoma. minor brursmg. or petechial bleeding rn the foot or at the treatment 
site 

Other potential adverse events Include 

. Rupture of plantar fascia 

. Possible bleedrng and/or infection at the cnjection Site 

. Temporary or permanent nerve damage assocrated with the rnJection or shock wave treatment 

. MIsdIrectron of ESWT energy to a major nerve or blood vessel, resultrng in Injury. and 

. Anesthesia compltcatrons, includrng allergrc reactions ?o local or regional anesthetic agents. 

1.6 Clinical Study 

A multtcenter, randomrzcd, placebo-controlled, prospectrve, double blind clintcal Study with two groups a 
group rucervfng ESWT wrth the Epos” Ultra and a control group recervrng a sham treatment was conducted. A 
total of 150 patrents, rdndomized In a 1 1 allocatlon ratco, were enrolled at SIX clrnical sties. for the purpose of 
this study, plantar fasclrtls was deftned as symptoms of at least moderate pain In the affected heel at the 
origin of the plantar fasclra on the mcdral calcaneai tuberosrty that had persisted for at least SIX months prior 
to study enrollment The rnclusron crrterra descrrbed In the study protocol included such r-equrrements as 
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1.6.1 inclusion Criteria 

. Greater than 18 years old 

0 Symptoms present for greater than 6 months as assessed by patient history 

. 

. 

. 

Participation in and compliance with a physician prescribed stretching program for plantar fasciitis within 
the last 6 months 

Rain with local pressure over the medial calcaneal tuberosrty on passive dorsrflexron of the foot 

Visual Analog Scale (VAS) score of >5 for pain during the frrst few mrnutes of walking in the morning 

Single site of tenderness with local pressure over the medial calcaneal tuberosity on passive dorsrflexion 
of the foot 

History of 6 months of unsuccessful conservative treatment to include NSAIDS AND at least two of the 
following therapies (rest, stretching, heel cushions, heat, ice, ultrasound, massage, orthotics, heelcups, 
steroid injection, casting, taping, shoe modifications, nightsplinting) 

Wrllingness to forgo any other concomitant therapy (including rest, stretchrng, heel cushions. heat, ice, 
ultrasound, massage, orthotics, heelcups, steroid injections, casting, taping, shoe modifications, 
nightsplinting, or surgery) for the duratron of the study 

Willingness to use adequate contraceptive measures to prevent pregnancy for 4 months after enrollment 
into study [for female patients of child bearing capactty) 

Roles and Maudsley Score of 3 or 4 

* Signed informed consent 

1.7 Summary of Clinical Study 

Rattents were evaluated for inclusion/exclusion criteria prior to receiving shock wave therapy. if enrolled, the 
patients were treated wrth 3800 t/- 10 shocks. All patients received an injection using a 23-25 gauge 
hypodermic needle, of 5ml 1% xylocarne Into the medial calcaneal branch of the tibia1 nerve 15 - 20 minutes 
prior to therapy 

Once a sham patient was tdentrfied. a thin arr cushion was placed on the therapy head to prevent shock waves 
from being delivered to the patient. The thrn air cushion was out in place prior to the patient’s arrival rn the 
treatment room so that the patrent was not aware of any drfferences with the device. f’hystcians, technrctans 
or study coordinators who were aware of the patrent’s randomizatron and were in the room during treatment 
were not involved in any follow up evaluatrons The treatrng physictan was different from the physician who 
performed the follow up evaluations. The follow-up visits occurr-ed at 3-5 days, 6 weeks, 3 months, 6 months, 
and 12 months after t.reatment. Patients were asked which treatment they believed they received as an 
assessment of masking At 3 months, patrents who were orrgmally treated wrth sham treatment were offered 
an Active unmasked treatment rn the open label extension study rf they still met the rnclusron criteria This 
was done after the masked 3 month safety and effectiveness outcome assessments were collected 

Efficacy Endpoints 

The primary efficacy endpocnt was the difference between the active EposTM Ultra treatment and the sham 
E~os~’ Ultra treatment at 3 months post-treatment in the tmprovement from baselrne rn the VAS score for parn 
while walking for the first few mtnutes in the morning usrng a repeated measures analysis with covarrates In 
addrtron to evaluating the actual changes rn patn score, the proportron of patients achrevrng at least 60% 

improvement rn paln while walking for the llrst few minutes in the morning was compared between treatment 
groups at 3 months 

The secondary efficacy endpoints were the difference between groups In the Improvement from baseline at 3 
months post-treatment of the parn evaluatron from the AOFAS Ankle Hrndfoot Scale Score, the Roles and 
Maudsley Score, the SF 12 health status questtonnarre. parn measurement on palpatton with a pressure 
threshold meter, and the ROM AssessmerIt from the AOFAS Ankle-Hlndfoot Scale Score. Safety was assessed 
as the number of adverse events and severtty of compltcatrons that were related to extracorporeal shock wave 
therapy 
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Study Methodology 

At screening and follow up, data collection included: history and physical exam, pain measurement on 
palpation with pressure threshold meter, VAS pain score questionnaires, SF-12 health status questionnaire, 
AOFAS Ankle-Hindfoot Scoring System questionnaire, and Roles and Maudsley questionnaire. Patients were 
asked which treatment they believed they received as an assessment of masking. 

Primary Endpoint 

in the Active group, the mean pain score decreased from 7.7 21.4 at baseline to 3.4 + 2.8 at 3 months post- 
treatment, a mean percent improvement of 56.5%. In the Sham group, the mean score decreased from 7.7 f 
1.5 at baseline to 4.1 f 3 1 at 3 months post-treatment, a mean percent improvement of 46.6%. The change 
from baseline to 3 months in VAS pain due to treatment was statistically srgnificant using a repeated measures 
analysis (p=O 0149). with covariate analysis and without imputing missing data (3 active and 1 sham) as 
summarrred in Table 1. 

The proportion of patients achreving at least 60% Improvement m pain during the first few minutes of walking 
in the morning was compared between treatment groups at 3 months. Fifty-six percent (56.2%) of the Active 
group demonstrated 60% improvement from baseline in their VAS scores or greater reduction in their patn, 
compared to 45.2% of the patients In the Sham group This was not statistically significant. 

Table 1: VAS Scores for Active and Sham Patients from Baseline Through 3 months Post Treatment 

The clrnrcal data showed that on average, patrents with a lower baselrne VAS score, a shorter duratron of 
symptoms, or a lower body mass Index (BMI) had a hrgher Improvement rn VAS pain score 

Secondary Endpoint 

The Roles and Maudsley parn score was used as a secondary endpoint. At 3 months post treatment, the 
drstrrbutron of patients in the four categories, excellent, good, fair, and poor, was found to be statistically 
srgnrfrcant between the treatment groups (p=0.03) wrth 61 6% pf Actrve patients having good to excellent 
results, compared to only 39 7% of Sham patients 

The AOFAS Ankleirndfoot Scale and’the SF1 2 Health Status Questronnarre. which drd not show statrstrcally 
srgnrfrcant change between actrve and sham patrents, over trme, were also used as secondary endpoints. 

Safety Results 

Adverse events were evaluated by type, nature, severity and intensity durrng treatment and at each follow up 
visrt No study subject expertenced an unantrcrpated serious devicerelated adverse event during the course of 
the study 

All of the complicatrons were temporary In nature and all but one resolved spontaneously wrth mrncmal or no 
rnterventron The most common complications were pain durtng treatment and pain 3.5 days post-treatment 
Parn during treatment occurred rn 72 4% Active patlent group and 6.8% Sham patrent group Pam during 
treatment was recorded on a scale of l-10 (rnrld-severe) wrth a mean score during tr-eatment of 3.5 rn the 
Active group and 0.2 rn the Sham group. PaIn post-treatment at 35 days wa s reported In 40.8% of Active 
patrents (31/76) and 35 1% of Sham patients (26174) 

Table 2 sumrnarrzes the adverse events related to ESWT at treatment through 3 month follow up. Other than 
parn during treatment, there were no drfferi?nces rn the nature or type of adverse events reported between the 
Actrve and Sham groups There were no Se3110115 unantrcrpated adverse devrcc effects to report related to 
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Table 2: Adverse Events Treatment Through 3 Months Follow Up 

1. Number of patients experrenctng at least one occurrence 

2. Pam during shock wave application: statistlcal significance with p-value <O.OOOl by Fischer’s Exact Test 
3. Pain experrenced Immediately after treatment through 3 month follow-up 

AH but one adverse event was reported by the investrgator as not serious’ one patrent reported strong pain at 
the 3 month follow-up visrt The event resolved wrthout rntervention before the patient was exrted from the 
study. 

All but one adverse event had resolved. one patrent in the Actrve group reported paresthesra of the lateral 
distal part of the plantar surface at the 3-5 day follow-up VISIT The ankle-foot sensation testrng was abnormal 
for all four locatrons at the 3-5 day follow-up VISIT The patrent was prescribed ibuprofen, Ice. and rest and was 
referred to a neurologrst for further evaluauon, with abnormal ankle/foot sensation testing at locations 1.2.3, 
but normal at location 4 The neurologist report noted trrltatron of the N. plantarrs lateralis with no loss of 
muscle strength. This adverse event was reported as unresolved at the 3 month vrsit. The patrent was seen at 
the 6 month follow-up vrsrt and the adverse event was again reported as unresolved The patrent discontinued 
from the study before the 12 month follow-up. 

Adverse events were evaluated through 12 months for Active and Sham patients. No adverse events were’ 
reported rn the Active group after the 3 nunth follow-up vrsrt Adverse events for patrents who ortgmally 

recerved Sham treatment who elected Actrve unmasked treatment were also evaluated. The events, which are 
summarrzed rn Table 3 below, were evaluated through 12 months after mrtiatrng Active unmasked treatment. 
Of the 73 Sham patients remarnrng at the 3 month follow-up vrsrt, 51 elected to receive the unmasked Active 
treatment Adverse events reported through 12 months for these patients are presented in Table 3 below. 
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Table 3: Adverse Events for Open Label Active Treatment of Patients Originally Randomized to Sham 
Treatment Through 12 Months Follow Up 

1. Patients experiencing at least one occurrence withln each interval 

I.8 Product Complaints and Contact information 

Any health care professional (e.g., customer or user of this system) who has any complaints or who has 
experienced by dlssatlsfaction cn the quality, identification, durability. reliability, safety, effectives and/or 
performance of this product should notify the distributor, Dornier McdTech, inc. If any Dornier product ever 
“malfunctions” and may have caused or contributed to the death or serious Injury of a patient the distributor 
should be notified lmmedtately by telephone, fax or written correspondence The dlstrlbutor may be contacted 
at: 

Dormer MedTech, Inc 
1155 Roberts 6lvd 
Kennesaw, Georgia 30144 
Telephone: l-800-367-6437 
Fax: I-770-51 4-6288. Attn Reguiatory Affatrs 
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Purpose of the Device 

The purpose of the Dornier Epos TM Ultra medical device is to treat chronic plantar fasciitis. 
Plantar fasciitis is frequently referred to as “heel spurs.” 

As seen in Figure 1 below, the plantar fascia stretches along the bottom of the foot and is 
responsible for maintaining the arch of your foot. When the plantar fascia pulls away from 
the bone, your heel will hurt. Your body reacts by filling in this space with new bone, 
known as a ‘heel spur.” Most people think that heel spurs are the cause of their foot pain. 
The pain is caused, however, by the inflammation or irritation of your plantar fascia. 

Figure 1: Plantar Fascia 

Factors that increase F/our Risk for Heel Spurs 

0 Plantar fasciitis is caused by a number of factors and is a common sports injury 
among runners, walkers and athletes. 

0 Overweight people and those whose jobs require a lot of standing or walking are 
also at higher risk. 

o Other factors leading to plantar fasciitis include flat or high-arched feet, worn out or 
improper shoes, jogging on sand and increasing age. 

It is intended that the Epos TM Ultra deliver a complete treatment during a single treatment 
session. ESWT is recommended for the treatment of chronic plantar fasciitis for patients 
with symptoms of plantar fasciitis for six months or more and a history of unsuccessful 
conservative therapy such as that listed in the Alternative Treatments section on page 7. 

Description of the Device 

The Epos~~ Ultra is a therapy device that uses Extracorporeal Shock Wave Therapy 
(ESWT) to treat chronic plantar fasciitis. This same shock wave technology has been 
used to treat kidney stones. 

The system was designed and manufactured in Germany by Dornier Medizintechnik and 
uses shock wave therapy to help reduce the pain associated with chronic plantar fasciitis 
(heel spurs}. An important benefit of this therapy is that it is delivered outside the body 
(extracorporeally), which eliminates the risk of invasively cutting into the body. 

Figure 2 gives a pictorial view of the Dornier EposTM Ultra System. 

Dornier MedTech, Inc 
Patient Labeling 
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The therapy head of the Epos TM Ultra uses a magnetic current impulse to generate shock 
waves. Shock waves are a type of sound wave. A pulse of electrical energy causes 
strong magnetic fields, which produce forces that vibrate and create a pressure wave or 
shock wave. The shock waves travel through the water in the shock wave source 
(coupling cushion) mounted to the therapy head, where they are precisely focused by a 
lens to the target tissue without any energy loss or damage to the body tissue. 

1 

2 

6@- 

3 

-4 

5 

1 Ultrasound System 
2 Ultrasound Transducer 
3 Hand Held Control Unit 
4 Therapy Head 
5 lsocentric Locating Arm (aligns ultrasound and therapy head) 

6 Transportable Cart 
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When should the Epos TM Ultra Not Be Used (Contrain 

There are no known contraindications to extracorporeal shock wave treatment with the 
EposTM Ultra for treatment of plantar fasciitis. 

Risks/Benefits 

What are the risks of having this treatment? 

There are few major side effects or risks with shock wave therapy, which may include the 
following: 

0 Pain and/or discomfort during treatment 
l Pain or swelling for a brief period following treatment 
0 Localized numbness, tingling, or decreased loss of sensation in the foot or at the 

site of shock wave delivery; and 
0 Local blood clotting beneath the skin (subcutaneous Hematoma), minor bruising, or 

small purplish spots on the skin (petechial bleeding) in the foot or at the treatment 
site 

Other potential adverse events may include: 
0 Rupture of plantar fascia 
0 Possible bleeding and/or infection at the injection site related to injection of local 

anesthetic 
e Temporary or permanent nerve damage associated with the injection or with the 

treatment 
o Misdirection of extracorporeal shock wave energy to a major nerve or blood vessel, 

resulting in injury; and/or 
0 Anesthesia complication, including allergic reactions to local anesthetic agents 

With the injection of a local anesthetic (xylocaine) 15-20 minutes prior to treatment, you 
may experience possible bleeding and/or infection at the injection site. 

Speak to your health care provider should you have any questions concerning the 
risks associated with this therapy. Tell your health care provider if you have any of 
these side effects after treatment. 

What are the benefits of having this treatment? 

Extracorporeal shock wave therapy for the treatment of plantar fasciitis is believed to be a 
safe and effective alternative to the usual treatment methods available. Shock wave 
therapy has been shown to relieve pain on the basis of 3 month clinical data and provide a 
short recovery period. This therapy may eliminate the need for surgery. 
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Expectations OF the Device 

You will be evaluated before treatment to make sure you are eligible. You must have had 
plantar fasciitis symptoms for at least six months and have a history of unsuccessful 
conservative therapy. The actual treatment will take approximately 45 minutes. It is 
important that you remain alert and provide feedback to the doctor during treatment to 
ensure that the shock waves are focused directly on the center of your pain. Your 
feedback will also assist the doctor to properly assess and document any pain you have 
during treatment. If severe pain is experienced, you should ask the doctor to stop 
treatment. You may be required by your physician to return for short follow-up visits. 
Questionnaires (e.g. VAS and Roles & Maudsley) may be used to assess your pain level 
before and after treatment. 

Procedure Associated With the Device 

The therapy head (which houses the shock wave source) on the EposTM Ultra machine will 
then be joined to, or “coupled” with, your foot. Figure 3 below provides a pictorial view of 
the therapy head as it is joined (coupled) to the patient’s foot. 

0 Before therapy begins, you’ll be asked to point to the area of your foot with the most 
pain, which the physician will mark with an “X.” 

0 You will then be given a shot of 5ml of 1% xylocaine to numb the area prior to the 
beginning of treatment. Based on the level of pain experienced during treatment, 
you may receive more than one injection of local anesthetic. 

o After you have received the injection, you will be asked to lie down on the exam 
table. A gel will be applied to your foot and the therapy head and treatment will then 
begin. 

Figure 3: Therapy Head Joined (coupled) to Patient’s Foot 

Using a hand-held control, your doctor will release the shock waves with the push of a 
button. The position of the shock wave source may be changed during treatment by using 
the ultrasound image as a guide. 
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Warnings: 

You are encouraged to openly discuss with your physician any reason(s) why you should 
not undergo shock wave treatment for your heel pain. The Dornier Epos Ultra bas not 
been used to treat people with the following: 

A pacemaker or who have history of active heart disease 

Less than 18 years of age 

An infection in the area to be treated 

A history of current or recent therapy that compromises tissue healing 

Pregnant 

Problems with circulation or bleeding 

Diabetic neuropathy (nerve damage due to diabetes) 

Diseases or disorders of the nerves 

Diseases or disorders of bone structures 

A heel or ankle fracture 

Significant disease of the blood vessels 

Rheumatoid arthritis (pain, stiffness, swelling of the joints) 

Plantar fascial rupture 

Previous treatment with non-steroidal anti-inflammatory drugs or any other 
conservative therapies within two weeks of treatment and/or corticosteroid injection 
within one month of treatment 

Previous surgery for plantar fasciitis 

A history or documented evidence of immune system deficiencies (autoimmune 
disease) 

Alternative Treatments 

Plantar fasciitis is a common cause of heel pain. It is the most common diagnosis for pain 
in the bottom of the heel. Current conservative treatments for plantar fasciitis include: 

0 Rest 

o Physical therapy 

o Heel cushions 

o Nonsteroidal anti-inflammatory 
drugs (NSAIDs) 
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0 Nightsplinting e Casting 

* Your personal physician is your best source of information and can better explain 
treatment options in more detail. 

A minimum of six months of conservative therapies should be exhausted prior to considering 
surgical intervention. If any measure of improvement during this time is noted, another six 
months of therapy should continue. In some cases, it may take as long as a year for 
symptoms to resolve. 

Clinical Studies 

A clinical study was conducted with a total of 150 patients enrolled at six clinical centers. 
Patients received a single, outpatient extracorporeal shock wave treatment to determine if 
ESWT can safely and effectively relieve the pain associated with plantar fasciitis. One-half 
the patients received a real treatment and one-half of the patients received a “placebo” or a 
“‘false” treatment, meaning they didn’t actually get the treatment, but thought they did. 

Before receiving the ESWT, all patients reported their pain for the first few minutes of walking 
in the morning by placing a mark on a line that had a 0 on the left end, indicating no pain, and 
a IO on the right end, indicating severe pain. This evaluation was called the Visual Analog 
Scale. The average pain score of all patients who received a real treatment decreased from 
7.7 before treatment to 3.4 at 3 months after treatment. This was an average improvement of 
56.5%. In the placebo group, the mean score decreased from 7.7 at baseline to 4.1 at 3 
months post-treatment, a mean percent improvement of 46.6%. 

The Roles and Maudsley is an assessment scale that was used to evaluate pain for 
participants in the clinical trial. This questionnaire asked patients to rate their health 
according to the following: 

1 - Excellent 
2 - Good 
3 - Fair 
4 - Poor 

Out of the patients that received the real treatment, 98.7% evaluated their health before 
treatment with a score of 3 or 4. In the placebo group 98.6% evaluated their pain status with 
a score of 3 or 4. At 3 months after the treatment, 61.6% of patients that received the real 
treatment had good to excellent results, compared to only 39.7% of the placebo patients. 
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Adverse Events 

Any problem affecting the health and safety of the patient that was reasonably thought as 
caused by, or probably caused by, the Dornier Epos TM Ultra, as determined by the physician, 
was reported. 

All but one complication resolved with little or no intervention. One patient in the Active group 
reported loss of sensation (paresthesia) at the 3-5 day follow-up visit. This adverse effect 
was reported as unresolved at the 6 week, 3 month and 6 month follow-up visits. The patient 
discontinued from the study prior to the 12 month follow-up visit. 

The most common adverse events were pain during treatment and pain 3-5 days post- 
treatment. Pain during treatment occurred in 40% of the patients. Pain post-treatment 
through 3 months follow-up was reported in 34.7% of patients. The table below lists the 
adverse events that occurred during the clinical study. 

Adverse Events Treatment Through 3 month Follow Up 

Sham Treatment Patients 

sensation, e.g. 
burning, 
tingling, etc. 
(Paresthesia) 
Total Events 104 53 

1. Number of patients experiencing at least one Occurrence 
2. Pain during shock wave application: statistical significance with p-value <O.OOOl by Fischer’s Exact Test 
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3. Pain experienced immediately after treatment through 3 month follow-up 

Manufacturer Information: 

Dornier Medical Systems, Inc. 
1-l 55 Roberts Boulevard 
Kennesaw, Georgia 30144 
Telephone: 800-367-6437 
Web Address: www. dorniw. corn 
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